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d.) Remarks. 

Applicant has canceled claim 19, which was previously withdrawn from 
consideration with traverse. No new matter has been added or new issues raised with these 
amendments and new claims. Claims 1-18, 20 and 38-53 are currently pending. 

Remarks Regarding Objection to the Specification 

The specification stands objected to for allegedly not including the status of all parent 
priority applications. Applicant has updated the "Reference to Related Applications" section 
to include reference to the PCT application which also claimed priority to the prior-filed U.S. 
provisional application no. 60/281,387, referenced in Applicant's Oath/Declaration. Said 
provisional application has also always been referenced in the specification. 

Applicant therefore respectfully requests that the objection be withdrawn. 

Remarks Regarding 35 U.S.C. § 103(a) 

Claims 1-18, 20 and 38-53 stand rejected, under 35 U.S.C. § 103(a), as allegedly 
obvious over Gao (Urology, 1999, 53: 714-721), in view of Terstappen (US Patent 
6,365,362), Croce (US Patent 5,674,682), Katz (US Patent 5,840,494) and Tso (WO 
97/383 13). Applicant respectfully traverses this rejection. 

The Supreme Court in KSR Int'l v. Teleflex, Inc., 550 U.S. (2007) stated that 

"[o]ften, it will be necessary ... to look to interrelated teachings of multiple patents; the 
effects of demands known to the design community or present in the marketplace; and the 
background knowledge possessed by a person having ordinary skill in the art, all in order to 
determine whether there was an apparent reason to combine [independently] known elements 
in the fashion claimed by the patent at issue." Slip op. at 14. An inquiry into whether there 
was "a teaching, suggestion, or motivation to combine known elements" serves to uphold the 
well-settled principle that an invention "composed of several elements is not proved obvious 
merely by demonstrating that each of its elements was, independently, known in the prior 
art." Id. Nowhere in the references cited by the Examiner, is there an indication of success 
from their combination or that the combination proposed would provide superior results as 
compared to those achievements disclosed in the references themselves. Thus, and absent 
clear evidence of motivation, their combination does not suggest the claimed invention. 
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Applicant respectfully submits that the Examiner has attempted, which is discussed 
more fully below, to prove the present invention obvious "merely by demonstrating that each 
of its elements was, independently, known in the prior art." IdL This, of course, is 
insufficient to create a prima facie case of obviousness and this rejection should be 
withdrawn. 

In addition, the Examiner has relied on impermissible hindsight in an attempt to 
demonstrate an "apparent reason to combine known elements in the fashion claimed." Id 
Relying on the disclosure provided by an applicant of exceptional skill in order to contrive an 
"apparent reason to combine known elements in the fashion claimed"(Id.) is impermissible 
because "[t]he question is not whether the combination was obvious to the patentee but 
whether the combination was obvious to a person with ordinary skill in the art." Id at 16. 
The level of ordinary skill in the pertinent art would not lead one to look to five separate 
references to achieve the present invention. 

Furthermore, Applicant respectfully submits that the Office Action has failed to 
demonstrate "that each of its elements was, independently, known in the prior art." Id. at 14. 
Not only do the cited references fail to provide motivation to combine so many separate 
pieces of so many separate references, but these references, taken independently or in 
combination, do not contain the sensitivity element of every independent claim (1, 20 and 42) 
or "SEQ ID NO 3 and SEQ ID NO 4" as recited in claims 17 and 51 . 

In fact, the Examiner has admitted that "the references do not specifically teach the 
claimed sensitivity i.e. [at least] 70% [or greater] and [at least] 80% [or greater];" however, 
the Examiner alleges that by performing the method steps disclosed in the prior art, "one 
would expect to achieve the same sensitivity." Office Action at 8. The Applicant feels this 
is contradictory. First, the Examiner is acknowledging that Applicant's claimed invention is 
indeed surprisingly successful, but at the same time considers that very same success, 
achieved as set forth in the specification and no where else, obvious. Second, the allegation 
is erroneous because the fact that a certain result or characteristic may occur or be present in 
the prior art is not sufficient to establish the inherency of that result or characteristic. In re 
Rijckaert, 9 F.3d 1531, 1534, 28 USPQ2d 1955, 1957 (Fed. Cir. 1993) (reversed rejection 
because inherency was based on what would result due to optimization of conditions, not 
what was necessarily present in the prior art); In re Oelrich, 666 F.2d 578, 581-82, 212 USPQ 
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323, 326 (CCPA 1981). "To establish inherency, the extrinsic evidence 'must make clear that 
the missing descriptive matter is necessarily present in the thing described in the reference, 
and that it would be so recognized by persons of ordinary skill. Inherency, however, may not 
be established by probabilities or possibilities. The mere fact that a certain thing may result 
from a given set of circumstances is not sufficient.'" In re Robertson, 169 F.3d 743, 745, 49 
USPQ2d 1949, 1950-51 (Fed. Cir. 1999) (citations omitted) (The claims were drawn to a 
disposable diaper having three fastening elements. The reference disclosed two fastening 
elements that could perform the same function as the three fastening elements in the claims. 
The court construed the claims to require three separate elements and held that the reference 
did not disclose a separate third fastening element, either expressly or inherently.). MPEP § 
2112, Section IV. 

Nevertheless, inherency does not exist for the level of sensitivity achieved by 
Applicant's claimed invention. It is mere speculation for the Examiner to say that 70%, 80% 
or any specific sensitivity level is inherent here. In fact, the level of sensitivity achieved by 
the claimed invention has never heretofore been disclosed or suggested, and the problem of 
high false positive rates using PSA tests under conditions known in the art has not been 
solved or at least substantially improved by those skilled in the art. See "Description of the 
Background" in the specification, specifically, for example, page 1. Therefore, it is 
Applicant's contention that the claimed invention is not and cannot be obvious in light of the 
combination of references cited by the Examiner. 

Turning to SEQ ID NOs 3 and 4, recited in claims 17 and 51, the Examiner 
erroneously alleges that these are disclosed by Tso and Croce, respectively. Applicant has 
reviewed these references and has been unable to find the disclosure of SEQ ID NO 3 other 
than as part of a longer required probe on page 21 of Tso, or of SEQ ID NO 4, which does 
not appear in any of the cited references. For at least these reasons, Applicant respectfully 
requests that the allowance of at least claims 17 and 51 be made of record. 

Furthermore, for at least all of the reasons in this response and in prior responses, 
Applicant respectfully requests that all rejections be withdrawn. 
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Conclusion 

In view of the foregoing amendments and/or remarks, reconsideration of the 
application and issuance of a Notice of Allowance is respectfully requested. 

If there are any issues remaining which the Examiner believes could be resolved 
through either a Supplemental Response or an Examiner's Amendment, the Examiner is 
respectfully requested to contact the undersigned at the number below. 

Applicant submits the fee of $510.00 for a three month extension of time. Should 
additional fees be necessary in connection with the filing of this Responsive Amendment, or 
if a petition for extension of time is required for timely acceptance of same, the 
Commissioner is hereby authorized to charge Deposit Account No. 14-1437 for any such 
fees, referencing Attorney Docket No. 8124.003.US; and Applicant hereby petitions for any 
needed extension of time not otherwise accounted for with this submission. 



Customer No. 69911 

Novak Druce & Quigg LLP 
1000 West Tower 
1300 Eye Street, NW 
Washington, DC 20005 
(202) 659-0100 (telephone) 
(202) 659-0105 (facsimile) 



Date: August 22, 2007 
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